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INTRODUCTION

An estimated 190,000 American men, mostly aged 50 and older, will be told by their doctors
that they have early prostate cancer this year. For many, if not all, this news will precipitate a
crisis. They will be confronted with an ominous diagnosis and asked to make choices between a
growing number of therapeutic alternatives (radical prostatectomy, external beam radiotherapy,
brachytherapy, cryosurgery, observation/expectant management) in a context of uncertainty.
While none of the active treatment alternatives has been shown to offer an efficacy advantage
over observation, each is associated with long-term urinary, bowel, and sexual complications,
which may have substantial effects on quality of life. Most of these men will survive for many
years, some living with problematic treatment-related physical changes, psychosocial changes,
and the possibility that treatment did not eliminate prostate cancer as a serious threat. The
growing appreciation of the salience and magnitude of these effects, for both individual patients
and an aging population, has resulted in advances in our knowledge of quality of life outcomes,
informed by improved methods for measuring prostate cancer-related quality of life. Yet, our
understanding of how men respond cognitively and emotionally to the diagnosis of prostate
cancer and its treatment remains limited. In particular, we lack information about how men
perceive the changes they go through, from their pre-treatment state to their health and quality of
life state after treatment.

However, advances in social and behavioral science metheds for studying how people
perceive and make sense of their own lives through personal narratives offer a productive
approach for research on the changes in quality of life that may be occasioned by the diagnosis
and treatment for early prostate cancer. Narratives have clearly identifiable grammatical
structures. They can be rigorously analyzed as meaningful social,objects. Moreover, there is
growing interest in patients' narratives of their illnesses within the\nedical community.
Clinicians and researchers are regaining an appreciation for patients' stories, an interest as
ancient as Hippocrates, since the stories individuals tell about themselves when ill reveal the
ways in which they understand their illnesses and the impacts of illness on their lives.

Our study will extend a productive line of research on men's perceptions of the physical and
psychosocial impacts of prostate cancer. We have developed questionnaires, research designs,
and substantial databases for studying men's perceptions of the physical complications of
treatment for early prostate cancer and the psychosocial impacts of these complications, as well
as the emotional, symbolic effect of a cancer diagnosis. Much of this work has been strongly
informed by what men say in open-ended discussions of their experiences, such as focus groups.

Often, when asked to describe in their own words the impact of prostate cancer, men will begin
by saying something like, "Well, it's a long story."

In this study, we will build on our previous research, particularly our well developed
quantitative databases, to collect and analyze systematically men's narratives of prostate cancer,
and examine their relationship with physical and psychosocial outcomes of care. We will
proceed in three phases. First, we will identify men who have completed psychosocial
questionnaires in our current survey of quality of life outcomes, and who fall into one of several
contrasting outcome groups, that is, good or poor quality of life. We will interview these men,
all of whom were diagnosed 12 to 48 months previously, elicit their narratives, and compare the

 stories associated with either good or poor quality of life. Second, we will verify the findings of
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the first phase by replicating the analysis among men who have participated in a long-term
follow-up study of physical complications of treatment. Thus, we will also examine the
association between men's stories and carefully observed physical changes in urinary, bowel, and
sexual function. Third, we will directly examine developing stories of the impact of prostate
cancer by prospectively interviewing a small group of newly diagnosed men at two points in
their prostate cancer "careers," shortly after diagnosis and 12 months later.

BODY

Task 1:Characterize men's retrospective perceptions of life transitions associated with early
prostate cancer in a sample of previously treated patients, Months 1-12.
a. Identify subsample of 40 respondents to prostate cancer quality of life survey, defined
by quality of life outcome status
b. Conduct in-depth interviews with subsample of respondents.
c. Analyze men's narratives of their lives with early prostate cancer.

A total of 24 patients who participated in the previous (1999) quality of life survey were
successfully interviewed in accomplishing Task 1. Others who we attempted to contact and
interview were either lost to follow-up (no longer at last known address; unable to locate) or
declined our invitation to participate in an interview. Combined with 35 subjects interviewed
from that survey panel prior to the initiation of this project, we have produced a very large
database of 59 in-depth, qualitative interviews with patients previously treated for early prostate
cancer.

All completed interviews have been transcribed and entered into the qualitative database.
Analyses are underway. We are constructing a data dictionary that represents the major topics
pertaining to the experiences of diagnosis, treatment decision making, and quality of life
outcomes of treatment for early prostate cancer.

Task 2:Characterize men's retrospective perceptions of life transitions associated with early
prostate cancer in a cohort of patients in which urinary, bowel, and sexual function have

been monitored from pre-treatment baseline to 36 months post-treatment, Months 13-24

a. Administer survey, using patient-centered quality of life measures, to members of
prospective cohort.

b. Identify subsample of 40 respondents to quality of life survey, defined by changes,
from pre-treatment status, in urinary, bowel, and sexual function, and by quality of
life status.

c. Conduct in-depth interviews with subsample of respondents.

d. Analyze men's narratives of their lives with early prostate cancer.

A survey instrument, based on the instrument developed in our previous survey of
prostate cancer patients, was developed and sent to members of the cohort who had completed
36 months of follow-up in the Talcott/Clark prospective survey of urinary, bowel, and sexual
function following treatment for early prostate cancer. A copy of this questionnaire is appended.

Eligible patients had valid baseline and 36 month data. Interim data, collected at 3, 12, and 24
months after the initiation of treatment or indication of a choice to pursue a “watch and wait”



treatment approach, were also largely complete, but completion of interim data was not required
for inclusion in Task 2. Of 338 names received from Talcott, 43 were excluded because of lack
of valid baseline data; 19 were excluded because of lack of valid address; and 7 were deceased.
The remaining 269 were sent questionnaires: ten actively refused and 24 declined to respond.
Responses were obtained from 235 of 269: a response rate of 87.3%.

As planned, the survey data provided an opportunity to verify previous psychometric
findings regarding psychosocial dimensions of prostate cancer-related quality of life.
Psychometric analyses confirmed 11 previously defined quality of life scales, plus one new scale
to assess the behavioral consequences of treatment-related bowel dysfunction.

Two of these scales were used to define four contrasting outcome groups for follow-up
interviews: perceived cancer control and perceived quality of decision making. The former is
assesses confidence in cancer control and related distress about possible progression. The latter
assesses perceptions of having made a well informed decision in choosing a course of treatment.

Together, they represent perceptions of the overall effectiveness of cancer treatment. These two
scales were relatively unrelated (r=.28). Groups were defined according to median splits on
these two dimensions, allowing classification of 225 of 235 subjects with sufficient data on the
two scales.

Quality of life characteristics of the four groups are summarized in Table 1. In order to
provide optimum contrast groups for the qualitative analyses of Task 2, we have sampled
patients in maximally different Groups 1 (poor (-) control, poor (-) decision) and 4 (good (+)
control, good (+) decision). Interviews elicit narrative accounts leading to good and poor quality
of life conclusions.

To date, we have interviewed 25 patients in Task 2.

Y
Table 1: Characterization of Four Outcome Groups
1 2 3 4 p
- control -control  +control + control

All values are means, unless noted as % -decision  + decision - decision + decision

Number of Subjects 66 47 48 64
Age at Diagnosis 66 63 65 - 63 .035
PCS-12 46 48 46 50 .044
MCS -~ 12 49 53 53 54 .005
MHI-5 . 74 79 81 83 .002
Vitality 56 61 59 68 .006
% Surgery 23 38 43 37 .001
% EBRT 65 36 39 29
% Brachytherapy 11 22 7 29
% Observation 2 4 11 5
Urinary Incontinence 14 14 16 15 901
Urinary Incontinence worse since pre-treatment 24 32 32 32 727
Urinary Obstruction/Irritation 23 18 22 19 190
EPIC Urinary Bother 17 11 15 12 199
Bowel Dysfunction 11 7 8 5 024
Bowel Dysfunction worse since pre-treatment 25 22 17 13 431
EPIC Bowel Bother 14 8 10 5 012




Table 1: Characterization of Four Outcome Groups

1 2 3 4 P
- control -control  +control  + control
All values are means, unless noted as % - decision  +decision -decision + decision
Number of Subjects 66 47 48 64
Sexual Dysfunction 82 58 78 63 <.001
Sexual Dysfunction worse since pre-treatment 47 54 60 57 518
EPIC Sexual Bother 55 43 54 42 .088
Urinary Control 90 95 92 95 107
Bowel Control 89 91 92 96 173
Sexual Intimacy 60 68 65 72 093
Sexual Confidence 27 47 33 45 <.001
Masculine Self Esteem 80 87 86 89 .003
Health Worry 28 20 9 11 <.001
PSA Concern 62 75 68 65 150
MOS Marital Function 74 86 82 84 .002
Spouse Affection 83 93 92 92 .008
% Regretful 14 4 10 0 015
Outlook 39 47 46 48 401
Stigma 6 2 3 2 058
Somatic Awareness 70 65 73 73 183
Most Recent PSA (%)
<0.1 20 38 52 44 024
>0.1but<1 29 19 31 27
>1but<4 23 26 8 16
>4 15 9 2 5
don’t know 12 9 6 8
PSA ever rise (%)
yes 36 34 11 19 <.001
no 48 66 85 78
don’t know 16 0 4 3
PSA Trend (%)
falling 19 11 13 25 <.001
staying the same 49 65 81 74
rising 29 24 6 2
don’t know 3 0 0 0
PSA Failure (> 1.0 or rose or rising) (%) 70 57 27 - 38 <.001
Social Support 60 84 66 83 <.001
Marital Status (%) '
married 76 89 74 91 .090
widowed 15 6 9 6
divorced 4 13 3
never married 5 0 4 0




Task 3:Characterize men's prospective perceptions of life transitions associated with early

prostate cancer in a cohort of patients observed prior to treatment and 12 months
following the initiation of treatment, Months 10-27.

Identify and recruit cohort of 40 patients with newly diagnosed early prostate cancer at
two sites: VAMC's at Buffalo, NY and Washington, DC.

Conduct baseline, in-depth interviews

Conduct 12-month follow-up interviews.

Analyze men's narratives of their lives with early prostate cancer.

We have completed baseline interviews with 33 patients with newly diagnosed early

prostate cancer, and 12 month follow up interviews with eight. Completed interviews have been
transcribed and entered into the qualitative database. Analysis is in progress as data collection
continues.

Task 4: Complete comparative analysis of narratives elicited in three cohorts, Months 28-34

Preliminary analyses of the interviews conducted in accomplishing Tasks 1, 2, and 3 are

leading to the development of a generic codebook for analyzing these accounts of living with
prostate cancer. The codes are being developed through grounded theory methods, as described
in the study protocol The codes represent and organize the content of the accounts.

1.

At present, six major domains of content have been identified.

Disease, including men’s depictions of the prostate cancer itself, their discovery of their
cancer (including but not limited to the medical diagnostic process), and other health
conditions that define a context for the prostate cancer.

Management, including treatment decision making, retrospective appralsals of the
decisions that were made (e.g., regret), and the activities o%undergomg treatment for
prostate cancer.

Physical (Dys-)Function, including perceptions of and problems with urinary control,
sexuality, bowel control, hot flashes, and other physical dysfunction attributed to the
prostate cancer or its treatment.

Social Relationships/Context, including intimate partners and their roles in dealing with
prostate cancer, family members, friends, medical settings and providers (i.e.,
interactions with doctors), and other social relationships (e.g. support groups,
public/media discourse, and spiritual practice settings).

Life, including characterizations of life notwithstanding prostate cancer (e.g., accounts of
living well in spite of cancer) and, conversely, consciousness of one’s mortality.
Identity, including representations of oneself and feelings as a man living with prostate

- cancer, with subdomains focusing on masculinity, personal responsibility, occupational

identity.

Task 5: Complete final report, Months 35-36.

Pending completion of analyses.



KEY RESEARCH ACCOMPLISHMENTS

none to date, as data collection is in progress
REPORTABLE OUTCOMES

There are not reportable findings from this study as yet, as data collection is in progress.
However, interim findings provide verification of psychosocial dimensions of prostate cancer-
related quality of life, as reported in recently published findings from our previous research.'
Preliminary analyses of interviews suggest that we will be able to explore and explicate life
changes, suggested in recent analyses of cross-sectional survey data, through planned analyses of
men’s narratives.

The research team has been expanded by the addition of Dr. Lorrie Powel. Her study of
quality of life outcomes associated with post-prostatectomy urinary incontinence has been
supported by DoD as a post-doctoral training grant, under the supervision of Dr. Jack A. Clark
(DAMD17-02-1-0236). Dr. Powel brings extensive clinical experience in nursing to the project.

While Dr. Powel’s project is a separate undertaking, her training will include participation in the
analysis of data collected in the present study. In addition, Dr. Barbara G. Bokhour, co-
investigator, has recently completed the first year of a two-year study, funded by the National
Cancer Institute (RO3 CA 91737001), to explore the clinical utility of the qualitative findings
derived from the present study. As a result, the overall project has been strengthened by clinical
expertise and an direct examination of the clinical utility of the findings, as they emerge.

CONCLUSIONS

Subject accrual was accomplished as expected at the Buffalo site in completing Task 3.
However, subject accrual was not successfully initiated at the Washington DC site because of
substantial delays in the granting of final approval by the local IRB. The IRB was audited by the
VA in the Fall and Winter of 2001/2002, resulting in significant delays in the processing of
protocols. While we had anticipated that this problem would be resolved, our expectations were
not met. We explored and secured the participation of an additional site in order to meet subject
accrual goals: the urology clinic at Boston Medical Center. The investigators have a relationship
with this clinic, developed in previous studies. The clinic also serves a racially and
economically diverse population, thus it would be suitable to the goals of the study, including
analyses of quality of life changes associated with treatment for early prostate cancer in a diverse
population.

The results of this study will be useful in several ways. They will guide the design of
future, large scale studies of the processes and outcomes of care for early prostate cancer. Yet,
they will have more immediate utility. They will provide informative materials for health care
providers about the significant changes men see themselves as undergoing. They will also
provide information to men who face the ominous diagnosis and those who continue to live with
the outcomes of their treatment. Moreover, we will provide information about the changes men
experience in the understandable form of men's stories.
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